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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election without traverse of claims 158-200 (Species A) in the reply 
filed on September 23, 201 1 Is acknowledged. 

Information Disclosure Statement 

1 . The information disclosure statement filed September 8, 2006 fails to comply with 
37 CFR 1 .98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
other information or that portion which caused it to be listed. It has been placed in the 
application file, but the information referred to therein has not been considered. Copies 
of the following cited documents were not provided: cite no. 21 , 24, 28, 30, 31 , 34, 37, 
66, 70, 73, and 74. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

3. Claims 158-168, 170-175, 179-183, 188, and 193 are rejected under 35 
U.S.C. 102(b) as being anticipated by Fowler (US Patent No. 3,404,681). 

4. As to claim 158, Fowler discloses an inhaler (Fig. 1) comprising: a housing 6 in 
which a medicament formulation is received and a dispensing member 1 is relatively 
movable to cause dispensing of a dose of the medicament formulation for inhalation by 
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a user through a dispensing outlet 7 of the housing 6 (col. 4, In. 17-27); and a restricting 
member 30 movable between a first position (removed from the mouthpiece 7) which 
enables relative movement between the dispensing member 1 and the housing 6 for 
dispensing of the dose of the medicament formulation, and a second position (inserted 
into the mouthpiece 7) in which the restricting member 30 restricts relative movement 
between the dispensing member 1 and the housing 6 such that dispensing of the dose 
of the medicament formulation is prevented (col. 3, In. 73 - col. 4, In. 4); characterized 
in that the restricting member 30 enters the housing 6 through the dispensing outlet 7 to 
be disposed in its second position (see Fig. 1). 

5. As to claim 159, Fowler discloses that the restricting member 30 is releasably 
attachable to the housing 6 in its second position (cap 28 can be removed, col. 4, In. 
11). 

6. As to claim 1 60, Fowler discloses that the restricting member 30 is part of an 
accessory 28 which is attachable to the housing 6 (col. 3, In. 69-74). 

7. As to claim 1 61 , Fowler discloses that the accessory 28 is attachable to the 
dispensing outlet 7 of the housing 6 (col. 3, In. 73 - col. 4, In. 2). 

8. As to claim 1 62, Fowler discloses that the dispensing member 1 is a container 
unit in which the medicament formulation is contained (col. 3, In. 39). 

9. As to claim 1 63, Fowler discloses that the restricting member 30 is provided on a 
closure 28 positionable to close the dispensing outlet 7 and wherein when the closure 
28 is positioned to close the dispensing outlet 7, the restricting member 30 enters the 
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housing 6 througli tine dispensing outlet 7 to be disposed in its second position (col. 3, 
In. 73 - col. 4, In. 6). 

1 0. As to claim 1 64, Fowler discloses that in use the dose of the medicament 
formulation is dispensed from the container unit 1 when the container unit 1 moves 
relative to the housing 6 in a first direction (col. 4, In. 17-27) and wherein the restricting 
member in its second position restricts movement of the container unit 1 in the first 
direction (col. 3, In. 73 - col. 4, In. 2). 

11. As to claim 1 65, Fowler discloses that in its second position the restricting 
member 30 restricts relative movement between the container unit 1 and the housing 6 
through physical engagement of the restricting member 30 with the container unit 1 (col. 
3,ln. 73 -col. 4, In. 2). 

1 2. As to claim 1 66, Fowler discloses that the restricting member 30, in its second 
position, is disposed in front of a leading end of the container unit 1 (see Fig. 1). 

1 3. As to claim 1 67, Fowler discloses that the housing 6 has an axis along which the 
container unit 1 is movable relative to the housing 6 to dispense the dose of the 
medicament formulation and the restricting member 30, in its second position, extends 
laterally to the axis to restrict said relative movement (see Fig. 1 ). 

1 4. As to claim 1 68, Fowler discloses that the restricting member 30 is configured as 
an arm structure (arms 32, see Fig. 2, col. 3, In. 70-73). 

1 5. As to claim 1 70, Fowler discloses that the container unit 1 is a dispensing 
container unit having first 3 and second parts 1 which are movable relative to one 
another, said relative movement causing dispensing of the dose of the medicament 
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formulation from tine dispensing container unit, and whierein thie liousing 6 lias a support 
1 0 for supporting the first part 3 of the dispensing container unit in a stationary position 
relative to the housing 6 so that, in use, the second part 1 is able to move in the housing 
6 relative to the first part 3 to dispense the dose of the medicament formulation (col. 4, 
In. 1 1-27), and wherein the restricting member 30, in its second position, restricts the 
movement of the second part 1 relative to the first part 3 to prevent dispensing of the 
dose (col. 3, In. 73 - col. 4, In. 4). 

1 6. As to claim 1 71 , Fowler discloses that one of the first and second parts is a 
dispensing outlet member 3 of the dispensing container unit (valve) and the other part is 
a container member 1 containing the medicament formulation (aerosol can). 

1 7. As to claim 1 72, Fowler discloses that the first part is the dispensing outlet 
member 3 and the second part is the container member 1 and wherein the support 1 0 is 
adapted in use to direct the output of the dispensing outlet member 3 out of the housing 
6 through the dispensing outlet 7 thereof (col. 4, In. 21-27). 

1 8. As to claim 1 73, Fowler discloses that the inhaler is a pressurized metered dose 
inhaler (pMDI) with the second part 1 being a pressurized container member containing 
therein the medicament formulation under pressure and the first part being a valve stem 
3 of a metering valve for releasing a metered dose of the pressurized medicament 
formulation from the dispensing container unit upon relative movement between the 
pressurized container member and the valve stem (col. 4, In. 12-27). 
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1 9. As to claim 1 74, Fowler discloses that the restricting member 30 comprises a pair 
of arms 32 (Fig. 2) that straddle the support 10 when the restricting member 30 is in the 
second position (col. 4, In. 4-6). 

20. As to claim 1 75, Fowler discloses that the support 1 0 is a stem block for 
receiving the valve stem 3 (see Fig. 1, col. 3, In. 59-60). 

21 . As to claim 1 79, Fowler discloses that the closure 28 is movable between a 
closing position (Fig. 1), engaged with the housing 6, in which it closes the dispensing 
outlet 7 and places the restricting member 30 in the second position (col. 3, In. 73 - col. 
4, In. 4), and an opening position in which it opens the dispensing outlet 7 and places 
the restricting member 30 in its first position (col. 4, In. 11-12). 

22. As to claim 1 80, Fowler discloses that the closure 28 is detachably mountable on 
the housing 6 (col. 4, In. 11-12). 

23. As to claim 1 81 and 1 83, Fowler discloses that in use the closure 28 is moved 
from its closing position to its opening position by detaching the closure 28 from the 
housing 6 (col. 4, In. 11-12). 

24. As to claim 1 82, Fowler discloses that the closure 28 is releasably engageable 
with the dispensing outlet 7 of the housing 6 to close the dispensing outlet 7 (col. 3, In. 
73 - col. 4, In. 2). 

25. As to claim 188, Fowler discloses that the container unit 1 further has a metering 
mechanism 3 for dispensing a metered dose of the medicament formulation on 
movement of the container unit 1 relative to the housing 6 (col. 4, In. 12-27). 
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26. As to claim 1 93, Fowler discloses that the dispensing outlet 7 of the housing is in 
a nozzle 7 configured for insertion into a nostril or a mouth of a human or animal body 
(mouthpiece, col. 3, In. 46-49). 

27. Claims 158, 162, 163, 194, and 197-199 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Ryden (US Patent No. 3,622,053). 

28. As to claim 158, Ryden discloses an inhaler (Fig. 1-4) comprising: a housing 10, 
1 2 in which a medicament formulation is received and a dispensing member 2 is 
relatively movable to cause dispensing of a dose of the medicament formulation for 
inhalation by a user through a dispensing outlet 34 of the housing 10, 12 (col. 3, In. 35- 
41 ); and a restricting member 40 movable between a first position which enables 
relative movement between the dispensing member 2 and the housing 10,12 for 
dispensing of the dose of the medicament formulation (col. 3, In. 32-41), and a second 
position in which the restricting member 40 restricts relative movement between the 
dispensing member 2 and the housing 10, 12 such that dispensing of the dose of the 
medicament formulation is prevented; characterized in that the restricting member 40 
enters the housing 10, 12 through the dispensing outlet 34 to be disposed in its second 
position (col. 3, In. 20-24). 

29. As to claim 1 62, Ryden discloses that the dispensing member 2 is a container 
unit in which the medicament formulation is contained (col. 2, In. 52-57). 

30. As to claim 1 63, Ryden discloses that the restricting member 40 is provided on a 
closure 40 positionable to close the dispensing outlet 34 and wherein when the closure 
is positioned to close the dispensing outlet 34, the restricting member enters the 
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housing 10, 12 tlirougli tine dispensing outlet 34 to be disposed in its second position 
(see Fig. 2, col. 3, In. 20-24). 

31 . As to claim 1 94, Ryden discloses a connector 46, 47 which connects the housing 
10, 12 and the closure 40 to one another (see Fig. 3, col. 3, In. 5-8). 

32. As to claim 1 97, Ryden discloses that the connector 46, 47 comprises: a first 
component (recesses in walls 36, 38, see Fig. 3, col. 3, In. 7-8), attached to the housing 
10, 12; and a second component 46, 47, attached to the closure 40; wherein the 
components are capable of relative movement between a contracted position, in which 
the closure 40 closes the dispensing outlet 34, and an extended position, in which the 
closure 40 is spaced from the dispensing outlet 34 (see Fig. 2). 

33. As to claim 1 98, Ryden discloses that one of said components comprises a pin 
46, 47 and the other comprises a slot (recesses in wall 36, 38, see Fig. 3), wherein the 
pin 46, 47 is captive within the slot and capable of movement within it (col. 3, In. 5-8). 

34. As to claim 1 99, Ryden discloses that at least one of the components comprises 
hinging means (Fig. 2, col. 3, In. 5-8). 

Claim Rejections - 35 USC § 103 

35. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 

forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

36. Claims 169 and 176-178 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ryden, in view of lUleshberg (US Patent No. 6,382,463). 
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37. As to claim 1 69, Ryden discloses the claimed invention except that the restricting 
member is configured as a clip which, in its second position, clips to the housing and/or 
the container unit to retain the restricting member in its second position. However, 
Mesh berg teaches a restricting member which is configured as a clip which clips into 
the housing to retain the restricting member in its closure position (projection 915 clips 
into recess 917, see Fig. 5, col. 3, In. 56-62). Therefore, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to modify the inhaler of 
Ryden so that the restricting member is configured as a clip as taught by Meshberg in 
order to provide a means for retaining the restricting member in place in its closure 
position. 

38. As to claim 1 76-1 78, the modified inhaler of Ryden discloses that the clip 
detachably engages a step in the support of the housing (Meshberg teaches the clip 
engaging the nozzle outlet, see Fig. 5, col. 3, In. 56-62). 

39. Claims 184-187 and 189-192 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Fowler, In view of Marx (US Patent No. 7,464,708). 

40. As to claims 1 84-1 86 and 1 89, Fowler discloses the claimed invention except 
that the inhaler further comprises an indicator in the container unit with a visual display 
wherein the indicator is adapted to update the visual display in response to movement 
of the container unit relative to the housing. However, Marx teaches an inhaler 100 
(Fig. 8a) with an indicator 50 (Fig. 4, Fig. 7) on a container unit 1 of the inhaler and 
which includes a visual display (at 67, Fig. 5) wherein the indicator 50 updates the 
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visual display 67 in response to movement of the container unit 1 relative to the inhaler 
housing 20 (col. 16, In. 12-24). 

41 . As to claim 1 87, the modified inhaler of Fowler discloses the claimed invention 
including that the restricting member in its second position restricts movement of the 
container unit and the housing such as to prevent updating of the display (since 
Fowler's restricting member 30 prevents the container 1 from being moved relative to 
the housing 6, it would also prevent updating of the display). 

42. As to claims 1 90-1 92, the modified inhaler of Fowler discloses the claimed 
invention including that the indicator is mounted on the container member of the 
container unit, the indicator is mounted at the leading end of the container unit and that 
he indicator is comprised in the second part of the container unit (see Fig. 4, Fig. 7 of 
Marx). 

43. Claims 194 and 196-199 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Fowler, in view of Arghyris et al (US Patent No. 6,261,274). 

44. As to claim 1 94, Fowler discloses the claimed invention except that the inhaler 
has a connector which connects the housing and the closure to one another. However, 
Arghyris teaches a connector 22 which connects a closure 21 to a housing of a 
dispenser (col. 5, In. 7-21). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to modify the inhaler of Fowler to 
include the connector as taught by Arghyris in order to prevent loss of the closure. 

45. As to claim 196, the modified inhaler of Fowler discloses that the connector is 
telescopic (see Arghyris, col. 5, In. 16-21). 
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46. As to claim 1 97, tine modified inlialer of Fowler discloses that the connector 22 
(Fig. 3 of Arghyris) comprises: a first component 25, attached to the housing; and a 
second component 22, attached to the closure 21 ; wherein the components are capable 
of relative movement between a contracted position, in which the closure 21 closes the 
dispensing outlet 9 (Fig. 1), and an extended position, in which the closure 21 is spaced 
from the dispensing outlet 9 (see Fig. 2, Fig. 3, col. 5, In. 7-21). 

47. As to claim 1 98, the modified inhaler of Fowler discloses that one of said 
components comprises a pin 22 and the other comprises a slot 25, wherein the pin is 
captive within the slot and capable of movement within it (see Fig. 3 of Arghyris). 

48. As to claim 1 99, the modified inhaler of Fowler discloses that at least one of the 
components comprises hinging means (see Arghyris, col. 5, In. 17-18). 

49. Claims 194, 195, and 200 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Fowler, In view of McNary (US Patent No. 5,899,200). 

50. As to claim 1 94, Fowler discloses the claimed invention except that the inhaler 
has a connector which connects the housing and the closure to one another. However, 
McNary teaches a connector 10 which connects a closure 12 to a housing of an inhaler 
1 (col. 2, In. 46-52). Therefore, it would have been obvious to one of ordinary skill in the 
art at the time the invention was made to modify the inhaler of Fowler to include the 
connector as taught by McNary in order to prevent loss of the closure. 

51 . As to claim 1 95, the modified inhaler of Fowler discloses that the connector is 
extensible (see McNary, col. 2, In. 49-52). 
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52. As to claim 200, tine modified inlialer of Fowler discloses that the connector is a 
strap 10 (see McNary, col. 2, In. 46-49). 

Conclusion 

53. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Warren (US 3,826,413), Scarrot et al (US 6,953,039), Hansen 
(US 3,994,421), Oursin et al (US 6,105,826), Armstrong et al (US 5,031 ,610), and 
Bryant et al (US 6,460,537). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to VALERIE L. SKORUPA whose telephone number is 
(571)270-1479. The examiner can normally be reached on Monday - Friday, 8:00 a.m. - 
5:00 p.m., EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571 )272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding tine status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/VALERIE LSKORUPA/ 
Examiner, Art Unit 3771 

/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



